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Data Summary:

A submission entitled, “Polyhexamethylene Biguanide: Two-Year Oncogenic Study in
‘Mice - Summary for Weeks 27-43 and 44-59” was submitted to Toxicology Branch II in
response to a request made by Dr. Timothy F. McMahon, Pharmacologist, Toxicology
Branch II. The request for this information was made in response to information
supplied by the registrant detailing a mis-dosing which occurred during the conduct of
the two-year mouse carcinogenicity study with Baguacil. '

Originally, in a phone conversation between Dr. Timothy McMahon and Dr. Mark E.
Burt, Chemical Regulatory Specialist, Zeneca, Inc., a mis-dosing event was described by
Dr. Burt in which mice were dosed with a dietary mixture belonging to another mouse
carcinogenicity study being conducted at the same time. The events surrounding the
mis-dosing were detailed in a letter provided to Dr. McMahon, dated November 5, 199:
{copy on file with Dr. McMahon). In response to this letter, Dr. McMahon requested
information from the registrant regarding the mouse study conducted with Baquacil.
Specifically, information on mortality, clinical signs, body weight, food consumption,
hematology, and any other available information was requested which covered the
period just prior to and following the mis-dosing event in the study. This information
was requested in order to make comparisons between the Toxicology data for the time
period swrounding the mis-dosing event and the Toxicology data for the study as a
whole, to determine if the mis-dosing event had any significant impact on the outcome
of the study. ' ' *

The present submission contains the requested information, but formal review of these
data will not be done until submission of the final report on the two-year study. An
informal examination of the submitted data appear to indicate that the mis-dosing did
not result in any significant new toxicity. However, as stated, this conclusion can only b
tentative in the absence of the final report.



